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CONGTY €O PHAN DUOC PHAM VCP

MAU NHAN DA
THUOC Sharfjag
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THUOC DUNG NGOAI - KHONG PUOC UONG
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CONGTY CO PHAN DUQC PHAM VCP

MAU NHAN DANG K
THUOGC Shanazo

1.Nhéan lo 100ml:

GMP - WHO

Shanazol

Dung dich géi dau
Ketoconazol 2% (ki/kl)

V4

s

L

Shanazol

Thanh phén:
Ketoconazol, 2% (ki/kl)
T4 duge vifa o, 19
Chidinh:
Ngan ngifa va diéu trj céc bénh do ndm Malassezia (Pityrosporum)
gay ra nhu viém da tiét ba da diu, giu, ndm lang ben & da diu.
Céch dung, liéu dung:
Céch ding:
Thudc chi diing cho da déu.
Ngudi ldn va tré em trén 12 tudi:
Lam dm ving da ddu anh huéng véi nudc sach. Ly mot lugng ddu
goivifa di (thuéing la ddy long ban tay) bdi tryc tiép lén da ddu va xoa
bép nhe nhang, dé nguyén 3-5 phiit trudc khi xa sach lai véi nuéc.
Liéu diing:
Véi viém da tiét ba va gau: Diing 2 1dn mdi tudn trong 2-4 tudn,
Biéu tri dy phong: diing 1-2 tudn 1 lan.
Nam lang ben: mdi ngay mét 1n trong t6i da 5 ngay.
Biéu trj dy phong: mdi ngay mét I3n trong t3i da 3 ngay trudc khi ra ndng.
Chdéng chi dinh. Céc théng tin khéc : Xin doc trong t& hudng din si
dung.
Bao quan: Noi khé mat, nhiét do khéng qua 30°C, trénh anh sdng.
Tidu chudn: TCCS.

Nl SKMigdate:
SELOSKBatchtv:
HD/Expdate

Dé xa tdm tay chia tré em.
Poc ki hudng dan sit dung trudc khi diing.
THUGC DUNG NGOAI - KHONG PUQC UONG

S&n xudt tal: CONG TY €6 PHAN DUQIC PHAM VP
Bia chi : Thach L&i - Thanh Xuan - Séc San - Ha Néi
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SHANAZOL
Thuéc ding ngoai
Doc kj hwéng din siv dung truéc khi ding
Dé xa tim tay tré em
Théong bao ngay cho bdc si hodic dwoc si nhitng tic dung khéng mong muon gdap phdai
trong qud trinh si¢ dung thuéc.

1. THANH PHAN, CONG THU'C: 1g thubc Shanazol c6 chia:

Ketoconazol: 2% (kl/k1).

Ta duwoc viradu: 1,0 g

(Natri lauryl ether sulfat, Cocamidopropyl betain, Polyquartenium-10, Dinatri edetat,
Acid citric, Natri clorid, Menthol, Kali sorbat, Ponceau 4R, Nudéc tinkh /chiézf).

2. MO TA SAN PHAM
Dang bao ché: Dung dich géi diu.
Dung dich trong, mau hong, mui dic trung.

3. CHI PINH, LIEU DUNG — CACH DUNG & CHONG CHIi PINH

3.1. Chi dinh:

Ngin ngira va didu tri cac bénh do ndm Malassezia (Pityrosporum) géy ra nhu viém da
tiét ba da déu, gau, nam lang ben & da du.

3.2. Cich ding, lidu ding:

Cach ding:

Thubc chi ding cho da diu.

Nguoi 16n va tré em trén 12 tudi:

Lam 4m ving da ddu anh huong v6i nude sach. Liy mot luong dau g01 vira du (thuong 1a
diy long ban tay) béi truc tiép 1én da ddu va xoa bop nhe nhang, dé nguyén 3-5 phut
trwde khi xa sach lai véi nuée.,

Liéu diang:

Véiviém da tiét ba va gau: Dung 2 14n mdi tudn trong 2-4 tuan.

Piéu tri dw phong; dung 1-2 tudn 1 l4n.

Ném lang ben: mdi ngdy mot 1an trong tdi da 5 ngay.

Diéu trj du phong: mdi ngay mot 1an trong tbi da 3 ngdy trude khi ra néng,

3.4. Chéng chi dinh:
Nhitng bénh nhan min cdm véi Ketoconazol hay bét ky thanh phan nao cta thudc.

4. CANH BAO VA THAN TRONG KHI DUNG THUOC:
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O nhiing bénh nhan dang didu tri kéo dai b?mg corticosteroid tai chd, diéu tri nén giam
dan trong khoang thoi gian tir 2 dén 3 tuln trong khi sir dung diu goi Ketoconazol dé
ngdn chin bét ky tac dung ddi ngugc tiém tang nao.

Trénh dé thube day vao mét. Néu thudc vao mét, nén dugc rira sach bang nude.

Canh béo ta dugc:

San phém ndy c6 chira Natri lauryl ether sulfat 15% (kl/kl) va chét tao mau Ponceau 4R
0,005% (kI/kl).

Natri lauryl ether sulfat c6 thé gy phéan (mg da tai chd (chéng han nhu cim gidc chdm
chich hodc nong rat) hodc 1am tang phén tng da do céc sin phidm khic gy ra khi thoa
trén cting mot khu vuc.

Ponceau 4R c6 thé gay phan Gng di tmg.

5. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Khong c6 nghién ctru ddy dit va c6 kiém sodt nao & phu nit mang thai hodc cho con bu.
Mot s dit lidu st dung thudc trong thai ky cho thiy khéng cé tic dung phu cla
ketoconazol khi dung tai chd dbi v6i phu nit mang thai hoic strc khoe cua thai nhi /tré so
sinh. Céc nghién ctru trén dong vat da cho thdy doc tinh sinh san & liéu khong lién quan
dén lidu st dung ketoconazol tai chd. Khong c¢6 tac dung dbi vai tré so sinh bu sita me /
tré so sinh.

Nodng d6 ketoconazol trong huyét twong khong thé phét hién dugc sau khi ding dau gi
ketoconazol 2% tai chd cho da déu clia ngudi khong mang thai. Nong dd trong huyét
twong dugc phat hién sau khi dung dau gdi ketoconazol 2% trén toan b co thé. Khong c6
rii ro duoc biét dén lién quan dén viée st dung dau goi ketoconazole 2% trong thai ky
hoic cho con bu.

6. ANH HUONG THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC:

Thubc khong anh huéng 1én kha néng 14i xe, van hanh mdy méc.

7. TUONG TAC, TUONG KY CUA THUOC:

Tuong tic vGi corticosteroid tai chd (xem muc “Cdnh bdo va thdn trong khi dimg

thudc”).

8. TAC DUNG KHONG MONG MUON CUA THUOC:

P an toan cta diu gdi ketoconazol 2% duge danh gia & 2890 déi tuwong tham gia 22 thir

nghiém lam sang. DAu gbi ketoconazol 2% dugce dung tai chd cho da diu va/hoic da.

Dua trén dit liéu an toan gop tr cac thir nghiém 1am sang nay, khong c6 ADR nao duge

bao céo vdi ty 1& mic > 1%.

Bang duéi day hién thi cdc ADR da dugc bdo céo khi sir dung déu g0i ketoconazol 2% tir

céac thir nghiém 1dm sang ho#c hau marketing.
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Béang tom tit cic phan Gng c6 hai cua thubc (ADR): duogc phan nhém theo tin sudt: Rat
thuong gip (ADR > 1/10), thuong gip (1/100 < ADR < 1/10), it gdp (1/1000 < ADR <
1/100), hiém gap (1/10000 < ADR <1/1000), rét hiém gip (ADR < 1/10000), khong dugc

Phén Gng c6 hai cia thube
Tén suét
Hé co quan , Hiém g3 3
It gé@p 1/10000 izDR Khong 8 tan
(1/1000 < ADR < 1/100) A suét
<1/1000)
R&i loan hé théng mién v
. Qua méan
dich
R&i loan hé than kinh Réi loan vi gidc
Nhim khudn va nhiém| X
. . Viém nang 16ng
ki sinh tring
Réi loan mit Tang tiét nude mit Kich tmg mat
Rung téc Phtu mach
Kho da Mun tritng ca May day
Réi loan da va md dudi|Gay bit thudng két cAu|Viém da tiép xic Thay d6i mau
da sgi toc. R6i loan da toc
Phét ban Bong, troc da
Cam gidc néng rat da
2, . . |Ngira, ban do, kich ung|Tinh trang mun mu hodc
R6i loan chung va vi tri] ~ i s . X y o L
. P hodc phan Gng tai vunglqua man tai vi tri ding
dung thudc . ” £
da dung thude thude

9. QUA LIEU VA CACH XU TRI:

Trong trudng hop vé tinh nudt phai thude, cic bién phdp hd tro va diu tri triéu chimng
nén dugc thuc hién. Bién phép thut rira da day nén dugc ap dung thay vi gdy non dé tranh
bi sdc cho bénh nhan.

10. PAC TINH DUQC LUC HQC:

Nhém dwee Ij: Dan xuét Imidazol va triazol.

Mi ATC: DO1ACO8

Ketoconazol 1a mot imidazol-dioxolan cé tic dung chéng ndm, chéng ndm men bao gbm
Malassezia va bénh ndm da. Ketoconazol 13 thudc diét ndm phd rong.

11. PAC TINH DUQC PONG HQC:

Ketoconazole khéng dugc phat hién trong huyét twong & 39 bénh nhan goi dau 4-10
lan/tuéin trong 6 thang ho#ic & nhiing bénh nhan goi dAu 2-3 lan/tudn trong 3-26 thang, 12
gid sau mot lan gdi du, cac mAu téc 14y tir sdu bénh nhan cho thiy c6 mot lugng 1én
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ketoconazole trén téc; chi khoang 5% da thAm nhap vao chét sing ciia toc. Nong do trong
huyét twong khéng thé phat hién dugc sau khi goi diu thuong xuyén hai 1dn mdi tuin
trong hai thang véi ketoconazole.
12.QUI CACH PONG GOI
Hop 01 lo ddu gdi 100 ml va t& huéng dén sir dung.
13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:
- Bao quan: Noi khod mat, nhiét d§ khong qua 30°C, tranh anh sang.
- Han duing: 36 thang ké tir ngay san xuit. Khong st dung qud han dung trén bao bi.
- Han ding cta thudc sau khi mé nép: 3 thang.
- Tiéu chuén chét lwong cia thude: Tiéu chuan co sd.
14. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thach L&i — Thanh Xuén - Sé¢ Son - Ha Noi

Ha noz ngay A—‘L thang 0% nam 2025
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